HL7 SPL Working Group Process Communication Forum Telecon

Wednesday, January 14, 2008

Check out the SPL Working Group WIKI @:
http://spl-work-group.wikispaces.com

Meeting Minutes:

FDA release 4 training sessions
e Animal Drug (January 17, 2009)
e Vendor Training (February 4, 2009)
e Series of Webinar training sessions (1 starts Feb 4, 2 starts March 18, Session 4 starts Feb
5) and Face-to-Face Session (May 21, 2009)
Link to training notice:
http://www.fda.gov/oc/datacouncil/spl_r4_training_sessions_2009.html
e ListServ: http://www.fda.gov/oc/datacouncil look for the e-mail updates link if you want to
be added to their mailing list.

Vendor presentations
« The OTC group has been hosting vendor presentations

If you are interested in seeing the two remaining sessions, please contact Marcia Howard
mhoward@chpa-info.org

Status of SPL implementation guide HL7 ballot
e Implementation Guide was sent for ballot. On-line balloting was mostly Affirmative
(significant majority). Several requests for modifications to the Implementation Guide
were posted; these will be resolved or actions taken during the January HL7 Working
Group meeting.

Status of ER/DL submissions
e 10— 12 drug listing submissions now on Daily Med
e  Several establishment registrations have almost gone successfully through the pilot elist

process.

DFARS web page: http://www.fda.gov/cder/dfars/default.ntm (DFARS home page)

DFARS web page query page: http://www.fda.gov/cder/dfars/docs/querydrls.htm. (direct link to
DFARS query page)

SPL survey

e An SPL Working Group survey is almost ready for release. Look for a link to the survey
out on the SPL Working Group WIKI.



Subteam updates
[minutes and agendas posted on the WIKI: http://spl-work-group.wikispaces.com ]

Generics
Will be piloting the SPL survey.
Dun & Bradstreet provided some additional information on acquiring DUNS numbers

oTC
Series of vendor presentations going on. The next one is showcasing Glemser Technologies

Biologics
UNII code assignments are being sent to CBER sponsors for their active ingredients
Next meeting Thursday Jan 22, 11 - 12

ER/DL
Discussion focusing on delisting of products

Meetings are scheduled for weeks alternating with the Process Team (next meeting Wed 21, 1 —
2:30)

Devices, VetMed
No meetings recently

WIKI-links:

Training opportunities: http://spl-work-group.wikispaces.com/Training

Process Team minutes:

Next Meeting scheduled for Wednesday, January 28, 2008 from 1 — 2:30.

Check out the SPL Working Group WIKI @:
http://spl-work-group.wikispaces.com




